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MEA ‘CFS/ME’ NICE GUIDELINES STATEMENT

ONE CLICK INTRODUCTION:
Two items spring out from this Myalgic 'Encephalopathy' Association (MEA) charity's most welcome statement in relation to a meeting held with NICE over the 'CFS/ME' NICE Guidelines on 5 October 2006.  Dr Charles Shepherd, Medical Adviser and Trustee of this charity states:

1. “The MEA stated that we would not be willing to endorse the draft in its current form.”
And

2. “Unfortunately, I was also left with the impression that the guideline would not be the subject of major change at this late stage in the development process.”
The former is to be welcomed; the latter is a disgrace on the part of NICE. One Click has produced its objections to the Guidelines formally, using due process on many occasions.  If Shepherd is right, this means that all the biomedical submissions in relation to the illness known as ME/CFS have been ignored.  
This means that this entire draft consultation exercise being 'carried out' by NICE is a cynical, tactical move, in reality ensuring the removal of the right to perform effective advocacy of the position.  One must look at the realities of what NICE is doing that is seemingly setting out to stifle the very process it states that it invokes.  We quote from NICE: “The views of patients or service users, their carers and the public matter to NICE. We want to involve them, as well as doctors, nurses, other healthcare professionals and managers in our work. By working with patients, carers, patient organisations and the public, NICE aims to produce guidance that addresses patient/carer/public issues, reflects their views and meets their healthcare needs.”

It is clear that NICE has already decided where it is going with these CFS/ME Guidelines and that this so called consultation is simply a rubber stamping of its position.  This is unethical, devolving tactics that have all the characteristics of a Yes Minister device.

This provides yet one more building block in any possible legal challenge of the 'CFS/ME' NICE Guidelines. 
It remains to be seen how Shepherd deals with issues such as the ME/CFS Canadian Guidelines, ‘Encephalopathy’ his overt support of the psychosocial CFS/ME Centres that have been condemned by patients right around the nation, his involvement with the PACE and FINE trials, his infamous statement that all in-depth investigations on ME/CFS labelled patients should be denied - all these issues being utterly germane to the development and implementation of these ‘CFS/ME’ NICE Guidelines – in his charity’s next detailed statement on these guidelines.
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NICE Guideline on ME/CFS - Notes on a meeting held on Thursday 5 October 2006. 
NICE GUIDELINE ON ME/CFS: SEPTEMBER 2006 DRAFT

This is a brief summary of some of the key points that were discussed at a National Institute for Health and Clinical Excellence (NICE) meeting held at the Royal Overseas League in London on Thursday 5 October 2006.

ATTENDANCE

Among those attending were:

Representatives from three ME/CFS charities:

Doris Jones (25% Group)

Angela Murphy (AfME)

Charles Shepherd (ME Association)

Representing the Royal Colleges and other health profession organisations:

Professor Leslie Findley (Royal College of Physicians)

Professor Peter White (Royal College of Psychiatrists)

Sue Luscombe (British Dietetic Association)

Sue Pemberton (College of Occupational Therapists)

Kevin Smith (Royal Pharmaceutical Society)

Representatives of the Guideline Development Group:

Professor Richard Baker (Chairman)

Dr Esther Crawley (Consultant Paediatrician)

Representatives from existing ME/CFS clinical services:

Pat Noons (Peninsula Medical School)

Gillian Walsh (Manchester Clinical Network)

Representatives of Goverment Departments:

Cathy Harrison (DWP)

In addition, there were representatives from all the various arms of the NICE bureaucracy - some of whom gave presentations during the meeting - and the National Collaborating Centre.

There were a considerable number of apologies for non attendance.

The meeting was chaired by Dr Gillian Leng (Implementation Systems Director at NICE).

PURPOSE OF THE MEETING

Dr Leng opened by explaining that this was a one-off meeting that had been called to essentially discuss the way in which the NICE guideline would be implemented once it is published in early 2007. The meeting would therefore concentrate on matters relating to the standard NICE implementation process - including costings, training, and education programmes - rather than entering into a wide-ranging discussion on what people thought about the September draft of the guideline.

GUIDELINE IMPLEMENTATION

We were informed that the September draft, which has now been placed in the public domain (more information and links are available on the ME Association news blog) was the final draft. The Guideline Development Group (GDG) would take note of all the comments that are forwarded to it as a result of the consultation process that is now taking place with the stakeholders.

A final version of the guideline will then appear in early 2007.

The guideline itself will be published on the fourth Wednesday of April 2007 (a date for the diary).

CONCERNS AND OBJECTIONS TO THE SEPTEMBER DRAFT

Despite the intention to concentrate on guideline implementation, the presentation from Professor Richard Baker on what NICE regard as the 10 key priorities relating to their conclusions and recommendations gave everyone an opportunity to raise specific concerns and objections. A substantial part of the meeting was then devoted to discussing the actual guideline.

As a result, NICE officials were left in no doubt that there were very serious and constructive objections from some sections of the patient community about many of the key conclusions and recommendations being put forward in the September draft.

The MEA stated that we would not be willing to endorse the draft in its current form - as there are far too many aspects that we believe are either unacceptable, unbalanced or potentially harmful to some people who currently come under the umbrella diagnosis of ME/CFS. I went as far as to say that I personally thought that certain key parts of the guideline were ‘dreadful’.

What the MEA wants is a guideline that is going to contain recommendations on diagnosis and management that are acceptable to everyone who comes under the very unsatisfactory diagnostic umbrella of ME/CFS (and PVFS). This is not going to be easy to achieve but we believe it is possible if NICE were to take proper notice of patient opinion.

Other ME/CFS charities will no doubt make their positions clear in their own public statements.

Below are some of the main concerns and objections that were raised by the MEA:

1 The way in which the guideline has considerably widened the existing (Fukuda et al) research criteria for CFS into a new clinical definition which includes almost anyone with four months or more of unexplained chronic fatigue plus one other symptom from a list that now includes palpitations but not orthostatic intolerance, and refers to dizziness but makes no mention of the need to examine patients to assess both balance and vestibular function.

2 The failure to cover the fact that there is a wide spectrum of clinical and patient opinion on both the possible benefits and the possible harm from the only two treatments that the guideline recommends should be first choice treatments for anyone with mild to moderate ME/CFS - ie CBT and GET. In particular, the sort of feedback contained in the Chief Medical Officer’s report in which around 65% found that CBT was of no value and around 50% saying that GET had made their condition worse. Reference was also made to the most recent study on CBT (ref: Cognitive behaviour therapy in chronic fatigue syndrome: a randomised controlled trial of an outpatient group programme. Health Technology Assess. 2006 Oct; 10 (37): 1-140) which had failed to demonstrate any major overall benefit when CBT was compared to either education and support or standard medical care.

There also appears to be a complete failure to appreciate that prominent use of the term ‘exercise’ in the guideline is not an appropriate description for the type of energy/activity management that needs to be applied with considerable flexibility according to the stage, severity and variability of an individual’s illness.

Exercise is, of course, a totally misleading term for energy management in the severely affected group - as well as for a significant proportion of those with what the guideline describes as a moderate degree of severity.

3 The failure to explain how management in the very early stages (ie the weeks and first few months following an acute onset), and during relapse, often needs to be significantly different to the management of this illness once it enters a more stable or chronic phase. In particular, we strongly object to the implication that a period of increased rest and sleep is often inappropriate during the very early stages following an acute infection, or during an acute relapse once the illness become chronic.

NB: Some of the new NHS clinics have a very inflexible policy about not accepting referrals to their waiting lists until symptoms have been present for six months or more. The MEA believes this is unacceptable and is not consistent with the need for early and accurate diagnosis. This important point was also discussed at the meeting.

4 The completely inadequate and/or unsatisfactory coverage of a number of key aspects of management. These include alternative and complementary approaches; sickness and disability benefits (in particular the fact that people need medical support to help end the current situation whereby they all too often have to go to appeal in order to obtain Disability Living Allowance); diet ; relapses or ‘setbacks’ as they are referred to in the guideline; and symptomatic relief (pain in particular) - all of which are highly relevant to primary care.

5 The way in which the severely affected are described in the guideline (including the lack of reference to the more serious neurological symptoms noted in section 4.2.1.2 the Chief Medical Officer’s report) and some of the suggestions regarding how this group should be managed. In particular, the lack of evidence regarding CBT and GET in this group; the almost complete lack of in-patient and domiciliary services in many parts of the UK; and the need for practical help and support in the home.

Questions were also asked by the MEA about:

1 Where the money was going to come from if everyone with mild to moderate ME/CFS (180,000 as a rough starting point but this figure would rapidly rise once everyone with chronic unexplained fatigue is included as well) were to be referred to hospital based clinics for medical assessment and then treatment with CBT and/or GET (at a cost of possibly around £1,000 per course of treatment). It was also pointed out that most PCTs regard ME/CFS as a low priority issue, and in the current NHS funding crisis services are now being reduced in many areas.

2 How current hospital based services for people with ME/CFS, which are almost non-existent in some parts of the UK, are also going to be able to take over the on-going management of vast numbers of people with mild to moderate unexplained chronic fatigue - a population which is far higher than current estimates of how many people have research defined CFS.

Some of us found the answers to these very difficult financial questions most unconvincing!

NB: These points and questions obviously represent the position of the MEA on the September draft. The 25% Group went into more detail about issues that were relevant to the severely affected group. I was not taking detailed notes during the meeting and will therefore leave it to other charities who were present (or not present) to make their position clear on both the content of the meeting and the content of the guideline.

SUMMING UP.....

The meeting was chaired with fairness, good humour and common sense by Dr Leng .

Those of us who had a lot of constructive points to make, even if some were slightly ‘off topic’, were allowed to do so.

I came away with the impression that the deep concerns and objections expressed by patient representatives - as well as consultant neurologist Professor Leslie Findley, who made an excellent contribution - had been listened to and that some of them would now be the subject of further discussion at NICE.

Unfortunately, I was also left with the impression that the guideline would not be the subject of major change at this late stage in the development process.  So while some subtle changes in content, emphasis and language will almost certainly occur as a result of this meeting, I doubt if we are going to see a guideline that the MEA can endorse - certainly on the basis of the responses that were given on Thursday.

What may lead to a more significant change in mind is if it becomes clear to NICE that this guideline is just not acceptable to a very wide selection of patient opinion. So the MEA would urge as many people as possible to read the guideline (stick to the 48 page shortened version but check with the full version where necessary) and let us know what you think.

The next step for the MEA is to provide a draft of our detailed response to the September draft. This should be available by mid October. We will then want to know whether people believe that our criticisms and objections are justified!

HOW PEOPLE WITH ME/CFS CAN GET INVOLVED IN THE CONSULTATION PROCESS

Please get involved in the consultation process. This guidance from NICE is going to have a major affect how your illness is managed for several years to come.

For more information on the September draft, and links to NICE publications, go to the MEA news blog at: http://meassocnews.blogspot.com
The MEA welcomes comments from its members on the current draft as this will obviously help us to formulate our detailed response. There is no immediate hurry to pass on this feedback (the consultation process runs until 24 November 2006) and members may find it helpful to read the first draft of our response, which we intend to publish on the MEA website within the next week or so.

If you belong to one of the other MEA charities who are stakeholders in the guideline development process you may wish to pass on your comments to them instead.

Comments to the MEA should be sent to: meconnect@...

MEA FEEDBACK TO NICE

A copy of this summary is being sent to Professor Richard Baker, along with an offer to publish a response from NICE on the MEA website - if they wish to make one.

Dr Charles Shepherd

Medical Adviser, ME Association
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